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DETAILED ACTION 

1. STATUS : The rejection of claims 1-18 under 35 U.S.C. 102, 103 and 112, set 
forth in the Office action dated November 17, 2006 has been maintained for the 
reasons of record for the reasons set forth herein. 

Priority 

2. Claim for foreign priority under 35 U.S.C. § 119 is acknowledged. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

3. Claim 3 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The claim refers to a Figure. Correction is required. 

The term "substantially" in claims 2 and 10 is a relative term, which renders the claim 
indefinite. The term " substantially " is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably apprised of the scope of the invention. 

Response to Arguments regarding 
Claim Rejections - 35 USC § 102 and 35 USC § 103 

4. Applicant's arguments filed January 17, 2007 have been fully considered but they 
are not persuasive. 

Applicant claims amorphous levocetirizine dihydrochloride, amorphous 
levocetirizine dihydrochloride free of crystalline forms of cetirizine dihydrochloride, and 
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compositions comprising the levocetirizne dihydrochloride. Additionally, Applicant 
claims compositions of levocetirizine dihydrochloride containing a moisture content 
ranging from about 0.3 % to 12% using the KF method. 

Tang teaches the exact amorphous levocetirizine dihydrochloride and falls within 
the range of Applicant's compounds. (See Abstract, pg. 311, Fig. 1 pg. 311, and 
Figures 2-3 on pg. 312). Since Tang teaches the exact compounds, Applicant's claims 
are anticipated, and thus, rejected under 35 U.S.C. 102(b). 

Pflum teaches the exact amorphous levocetirizine dihydrochloride and falls 
within the range of Applicant's compounds. (See Abstract, pg. 110, Fig. 1 pg. 110, and 
Tables 2-3 on pg. 111 and left col.). Additionally, on page 1 1 1, left hand column, and 
on page 112, right hand column (last paragraph), Pflum teaches that the levocetirizine 
contain yields of 79% and 99%. Since Pflum teaches the exact compounds, Applicant's 
claims are anticipated, and thus, rejected under 35 U.S.C. 102(b). 

Van de Venne teaches compositions comprising levocetirizine dihydrochloride 
with one or more pharmaceutical^ acceptable excipients, and falls within the range of 
Applicant's compounds. (See Abstract, col. 3 lines 45-60, col. 5, lines 10-55, and Table 
in col. 6). Since Van de Venne teaches the exact compositions, Applicant's claims are 
anticipated, and thus, rejected under 35 U.S.C. 102(b). 

Claim Rejections • 35 USC § 103 
5. Applicant claims compositions comprising levocetirizine dihydrochloride 
containing a moisture content ranging from about 0.3 % to 12% using the KF method. 
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Van de Venne teaches compositions comprising levocetirizine dihydrochloride 
(See Abstract and columns 3-6). The claims differ from the reference by reciting the 
composition containing a moisture content. 

Thus, Van de Venne does not teach Applicant claims in the same format as 
claimed by applicant, however, one skilled in the art would find the differences in the 
teaching to be negligible. It would have been obvious to one of ordinary skill in the art 
at the time of the invention to combine the teachings of Van de Venne to obtain the 
compositions as claimed in the instant application. Obviousness based on similarity of 
structure and functions entails motivation to make the clamed compound in expectation 
that compounds similar in structure will have similar properties. Therefore, one of 
ordinary skill in the art would be motivated to make the claimed compounds in searching 
for levocetirizine compositions. See In re Payne, 203 USPQ 245 (CCPA 1979). 
Applicant's claims are obvious, and therefore, rejected under 35 U.S.C. 103. 

Applicant argues that the prior art does not disclose "amorphous" levocetrizine 
dihydrochlorides. 

The amorphous form is an obvious variation, which one is motivated to obtain 
because of the expected solubility advantage. Note this from the conclusion of 
Hancock, Pharm. Res. 17(4) 397 (2000): "Amorphous pharmaceuticals are markedly 
more soluble than their crystalline counterparts... Based on a comparison with 
polymorphic crystal forms of drug compounds the clinical relevance of solubility 
increases for amorphous drug forms is likely to be significant, even in systems which 
are only partially amorphous. 
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Thus, Applicant arguments are not persuasive. Therefore, the rejection of claims 
1-18 under 35 U.S.C. 102, 103 and 112, set forth in the Office action dated November 
17, 2006 has been maintained for the reasons of record for the reasons set forth herein. 

Conclusion 

Claims 1-18 are pending. Claims 1-18 are rejected. No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL V. WARD whose telephone number is 571-272- 
2909. The examiner can normally be reached on M-F 8 am to 4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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